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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 21 October 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 38.47 and 49-60 is/are pending in the application. 

4a) Of the above claim(s) 47 and 55-60 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 38 and 49-54 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 38, 47, 49-60 are pending. Claims 47 and 55-60 are withdrawn. 

Continued Examination Under 37 CFR 1.114 
1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on October 
21, 2009 has been entered. 

Rejections Withdrawn 

1 . Claim 38 rejected under 35 U.S.C. 102(b) as being anticipated by Tomb et al 
(1997, reference of cited on US PTO 1449 and International Search Report) is herein 
withdrawn in light of Applicant traversal and reconsideration of the disclosure of Tomb 
etal. 

Response to Arguments 

2. Applicant's arguments filed October 2 1 , 2009 have been fully considered but they 
are not persuasive. 

Claim Rejections - 35 USC § 112 

3 . The following is a quotation of the first paragraph of35U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Maintained, Claims 38 and 49-54 are rejected under 35 U.S.C. 1 12, first 
paragraph (SCOPE) because the specification, while being enabling for antigenic 
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fragments for detection of antibodies in a biological sample and immunogenic 
compositions that comprise immunogenic fragments of SEQ ID NO 288 for stimulation 
of an immune response, does not reasonably provide enablement for make and use any 
composition that comprises an immunogen to serve as a vaccine (instant claim 45) that 
will treat or prevent Helicobacter pylori infection (see instant claim 54). The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to use the invention commensurate in scope with these 
claims. The scope of enablement rejection was traversed on the grounds that the instant 
Specification teaches how to make and use the claimed compositions that comprise 
immunogenic fragments of SEQ ID NO 288. 

5. The examiner agrees that the instant Specification teaches how to make and use 
immunogenic compositions, but does not show, nor provide evidence that the claimed 
Pharmaceutical compositions that must function as a vaccine (instant claims 53-54) that 
comprise a single epitope can serve as a pharmaceutical composition to treat or prevent 
infection by any pathogen, to include Helicobacter, nor to function as a vaccine for 
Helicobacter. 



6. Applicant states that they are not aware of any statute or case law that requires 
data demonstrating that a composition will elicit a protective immune response, and need 
only provide a written description, and teach how to make and use the claimed 
compositions. 

7. It is the position of the examiner that the claimed compositions are required to 
function as pharmaceutical compositions, as well as vaccine compositions. A 
pharmaceutical composition is a composition that contains a drug or medicine that is 
prepared or dispensed in pharmacies and used in medical treatment. The instant 
Specification does not describe immunoreactivity as what provides for medical treatment 
when the pharmaceutical composition is dispensed/administered to a subject. The instant 
Specification has not taught how to USE the claimed pharmaceutical compositions as 
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medicines that result in significant reduction of infection and/or prevention of disease; 
this statute is 35 USC 1 12, first paragraph. The examiner previously noted that the 
antibodies were obtained from a subject infected with Helicobacter, so the claimed 
protein/fragments are immunogenic but not protective against infection. The scope of 
enablement is maintained for reasons of record and responses set forth herein. 
Amendment of the claims to recite — immunogenic composition — would be 
commensurate in scope with Applicant's traversal and could obviate this rejection; claims 
53 and 54 should not recite the term "vaccine". 



Claim Rejections - 35 USC § 102 
8. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 



9. Maintained, The rejection of claims 38, 49, 53-54 under 35 U.S.C. 102(b) as 
being anticipated by WO2002/66501, Legrain et al is traversed on the grounds that 
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Legrain et al does not provide an enabling disclosure of the claimed composition, and 
assets Tomb et al does not discuss the product of HPO406 in vaccine development, 

10. It is the position of the examiner that Legrain et al (WO2002/66501) do disclose 
an isolated protein antigen of Helicobacter pylori that shares 1 00% identity to an amino 
acid sequence that comprises amino acids 199-205, 222-229, 236-244, 250-267 of SEQ 
ID NO:288, which is a receptor binding fragment of HP1341 (see Legrain et al claim 6, 
page 477, WO 501 's SEQ ID No 3186) which shares 100% sequence identity over 119 
amino acids with SEQ ID No 288. 

1 1 . Additionally with respect to applicant's assertion that the applied reference is not 
enabled, it is the position of the examiner that " The standard for enablement of a prior art 
reference for purposes of anticipation under section 102 differs from the enablement standard 
under 35 U.S.C. § 112. . . . While section 112 provides that the specification must enable one 
skilled in the art to "use" the invention,' . . . section 102 makes no such requirement as to an 
anticipatory disclosure,' .... Significantly, we have stated that 'anticipation does not require 
actual performance of suggestions in a disclosure. Rather, anticipation only requires that those 
suggestions be enabled to one of skill in the art.' " (citations omitted)); Bristol-Myers Squibb Co. v. 
Ben Venue Labs., Inc., 246 F.3d 1368, 1378 (Fed. Cir. 2001) (holding that prior art that 
suggested a drug was ineffective nevertheless anticipated a patent on that drug); Celeritas 
Techs, v. Rockwell Int'l Corp., 150 F.3d 1354, 1361 (Fed. Cir. 1998) (" A reference is no less 
anticipatory if, after disclosing the invention, the reference then disparages it. Thus, the guestion 
whether a reference 'teaches away' from the invention is inapplicable to an anticipation 
analysis. "). 

Claiming the product clearly shows the disclosed antigen to be considered to be 
apart of the invention of Legrain et al and can be made without undue experimentation. 
The disclosure of Legrain et al teaches polypeptide/protein formulated into a 
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pharmaceutical composition (see page 32, lines 24-28, and page 31, lines 20-242) 
together with an immunostimulatory adjuvant (see page 3 1 , lines 4-8 "any 
pharmaceutically acceptable carrier or adjuvant can be used in the pharmaceutical 
composition"; page 32, line 27 and page 60, line 3 and lines 25-26 "complexes 
conjugated to keyhole limpet hemocyanin"). 

12. While specific functional characteristics, such as being a hyperimmune serum 
reactive antigen, are not disclosed, the chemical structure of the antigen/immunogenic 
polypeptide comprises amino acids 150 to 268 of HP1341, with 100% identity to 
Applicant's SEQ ID NO 288 over 1 19 consecutive amino acids. 

13. With respect to data and discussion of the protein's functional characteristics, it is 
the position of the examiner that "A chemical composition and its properties are 
inseparable." Therefore, since the prior art teaches the identical chemical structure, the 
properties applicant discloses and/or claims are necessarily present. In re Spada 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). See MPEP 21 12.01." 

14. "A genus does not always anticipate a claim to a species within the genus. 
However, when the species is clearly named, the species claim is anticipated no matter 
how many other species are additionally named. Ex parte A, 17 USPQ2d 1716 (Bd. Pat. 
App. & Inter. 1990) (The claimed compound was named in a reference which also 
disclosed 45 other compounds. The Board held that the comprehensiveness of the listing 
did not negate the fact that the compound claimed was specifically taught. ) 

15. Therefore the antigen of Legrain et al would inherently have the same or 
equivalent biological characteristics based upon having the identical biochemical 
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structure of the instantly claimed fragments and the compositions of Legrain et al still 
anticipate the instantly claimed invention as now claimed. 

Atlas Powder Co. V IRECA, 51 USPQ2d 1943, (FED Cir. 1999) states Artisans of ordinary skill may not 
recognize the inherent characteristics or functioning of the prior art.. .However, the discovery of a previously 
unappreciated property of a prior art composition, or of a scientific explanation for the prior arts functioning, does not 
rentier the old composition patenlabh new to the disco\ erer. The Court further held that this same reasoning holds 
true when it is not a proper!) but an ingredient which is inherently contained in the prior art. There is no requirement 
that a person of ordinary skill in the art would have recognized the inherent disclosure at the time of invention, but only 
that the subject matter is in fact inherent hi the prior art reference. Schering Corp. v. Geneva Pharm. Inc., 339 F.3d 
1373, 1377, 67 USPQ2d 1664, 1668 (Fed. Cir. 2003) (rejecting the contention that inherent anticipation requires 
recognition by a person of ordinary skill hi the art before the critical date and allowing expert testimony with respect to 
post-critical date clinical trials to show inherency); see also Toro Co. v. Deere & Co., 355 F.3d 1313, 1320, 69 
USPQ2d 1584, 1590 (Fed. Cir. 2004). "[T]he fact that a characteristic is a necessary feature or result of a prior-art 
embodiment (that is itself sufficiently described and enabled) is enough for inherent anticipation, even if that fact was 
unknown at the time of the prior invention."); Abbott Labs v. Geneva Pharms., Inc., 182 F.3d 1315, 1319, 51 USPQ2d 
1307, 1310 (Fed.Cir. 1999). 

16. Maintained, The rejection of claims 38, 49-50, 53-54 under 35 U.S.C. 102(b) as 
being anticipated by W098/43478, Kleanthous et al is asserted that SEQID NO 1 18 does 
not anticipate the claims because there does not appear to be any significant similarity 
between the sequence of Kleanthous et al and the sequence of the instantly claimed 
protein and that the examples of Kleanthous et al do not exemplify the instantly claimed 
invention. 

17. It has long been held that a reference must be evaluated in its entirety, not on the 
basis of its preferred embodiments or working examples. In re Mills, 470 F.2d 649, 651, 
176 (USPQ 198 (CCPA 1972). W098/43478, Kleanthous et al disclose and claim an 
isolated protein antigen of Helicobacter pylori that is immunoreactive with a 
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monospecific hyperimmune antiserum (see page 60, line 10), the antigen sharing 100% 
identity to an amino acid sequence of instant SEQ ID NO:288, over the 285 amino acids 
of SEQ ID No 288 (see Kleanthous sequence SEQ ID NO 228, referred to as GHP0894; 
see page 16, lines 10-11; claims 8-20 (pharmaceutical composition) and 23 (adjuvant), 
pages 413-415). 

18. In response to Applicant's remarks, the examiner is providing sequence 
alignments for both SEQ ID NO 228 and 118 of Kleanthous et al as compared to instantly 
claimed SEQ ID NO 288. SEQ ID NO 1 18 of Kleanthous is compared to the back 
translation of instant SEQ ID NO 1 10 recited in the claims which encodes SEQ ID NO 
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Instant claims 38 W098/43478, Kleanthous et al disclose an isolated protein antigen of 
Helicobacter pylori that is immunoreactive with a monospecific hyperimmune antiserum 
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(see page 60, line 10), the antigen sharing 100% identity to an amino acid sequence of 
instant SEQ ID NO:288, over the 285 amino acids of SEQ ID No 288 (see Kleanthous 
sequence SEQ ID NO 228, referred to as GHP0894; see page 16, lines 10-11; claims 8- 
20 (pharmaceutical composition) and 23 (adjuvant), pages 413-415). 

Additional embodiments are disclosed that include polypeptide antigens without 
a signal sequence and fragments thereof (see page 36, lines 23-24 ), as well as an 
Helicobacter pylori antigen which shares 100% identity over 154 amino acids of instant 
SEQ ID NO 288 (see Kleanthous sequence SEQ ID NO 1 18,), which is a fragment 
antigen of instant SEQ ID NO 288. 

The fragments of the antigens of Kleanthous et al include amino acid sequences 
of at least 12, at least 20, at least 50, at least 75, and at least 100 amino acids of the 
disclosed Helicobacter pylori polypeptide antigens for the purpose of maintaining 
antigenicity (see page 42, lines 24-25 and page 43, lines 1-2). 

(Instant claims , 49-50, 53-54) Pharmaceutical compositions comprising the polypeptide 
antigens also formulated (see page 43, lines 10-11 and lines 16-27) together with an 
adjuvant (see page 44, lines 24-26 "fused to a polypeptide having adjuvant activity"), and 
may be in administered together with a cytokine, IL-2 and IL-12 adjuvant ( 
immunostimulatory adjuvants to enhance the immune response, see page 53, lines 3-6 
and page 50, lines 5-19), or Freund's complete or incomplete adjuvant (see page 83, lines 
20-25) or aluminum hydroxide (aluminum adjuvants, see page 63 and 70). 

Kleanthous et al still anticipates the instantly claimed invention as now claimed. 
Since the Office does not have the facilities for examining and comparing applicant's 
protein with the protein of the prior art, the burden is on applicant to show a novel or 
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unobvious difference between the claimed product and the product of the prior art (i.e., 
that the protein of the prior art does not possess the same functional characteristics of the 
claimed protein). See In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re 
Fitzgerald et al, 205 USPQ 594 

The rejection of the claims over Kleanthous et al under 35 USC 102(b) is 
maintained for reasons of record and responses set forth herein. The product of 
Kleanthous et al has the same or equivalent chemical structure as the instantly claimed 
product and therefore has the same or equivalent biochemical functional characteristics 
based upon the chemical structure. 

Claim Rejections - 35 USC § 103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinaiy skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

20. Maintained, The rejection of claims 50 (additional species), 51 and 52 under 35 
U.S.C. 103(a) as being unpatentable over Kleanthous et al, as applied to claims 38-46, 
49-50 (2 species), 53-54, in view of WO02/059148 is traversed on the grounds that 
Kleanthous et al does not provide an enabling disclosure of the claimed pharmaceutical 
compositions. 

21 . It is the position of the examiner that a prima facie case of obviousness was set 
forth by the examiner based upon the fact that Kleanthous et al claims the same protein as 
Applicant's (claim 8, page 2036) and also claims the protein in a composition (see claims 
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8-20 and 23). While applicant asserts that the product disclosed by Kleanthous et al is in 
a large list of products and does not teach the product to function as a pharmaceutical 
composition, it is the position of the examiner that A genus does not always anticipate a 
claim to a species within the genus. However, when the species is clearly named, the 
species claim is anticipated no matter how many other species are additionally named. Ex 
parte A, 17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990) (The claimed compound was 
named in a reference which also disclosed 45 other compounds. The Board held that the 
comprehensiveness of the listing did not negate the fact that the compound claimed was 
specifically taught. The instantly claimed product has the same structure and while given 
a different name, it is the same or equivalent product based upon the sequence described. 



22. No showing unexpected results have bas been made of record to obviate the 
applied references Kleanthous et al describe how to make immunogenic compositions 
(antibodies immunoreactive with the proteins) that comprise the claimed protein product 
and formulates compositions that comprise an adjuvant/immunostimulatory substance 
(claim 23). Kleanthous et al in view of WO02/059148 still obviate the claimed 
compositions of amended claims 50, 51-52 for reasons of record and response set forth 
herein. 



23. Kleanthous et al teach and show the lonnulation of compositions that comprise Helicobacter pylori 
immunogenic antigens with an imnumo stimulatory substance(s), the immunoslimulatory substances including 
Freund's complete or incomplete adjuvant, but differs from the instantly claimed imention h\ failing to show the 
immunostimulalon substance adjuvant! s) to include a polycationic polymer, an immuno stimulatory deoxynucleotide 
(ODN), a peptide containing at least tw o LYsLeuL) s motifs, a neuroactive compound, or alum. 

24. WO02/059148 teach immiinoslimulalor) substances (see page 12, lines 1-6, paragraphs 1-5) including 
Freund's complete or incomplete adjuvant as taught by Kleanthous et al , as well as polycationic polymer, an 
immunostimulatory deoxynucleotide (ODN) (see page 14, paragraph 1) , a peptide containing at least two LYsLeuLys 
motifs (see page 13, paragraph 4), a neuroactive compound, and alum (see page 12, lines 1-6) in an analogous art for 
the purpose of formulating compositions that comprise adjuvant(s) and bacterial antigen (see page 9, line 1, lines 8-9 
and paragraph 4) for stimulation of hyperimmue serum (see W()02'page 14, paragraph 4, second half of paragraph). 

25. It would have been obvious to the person of ordinary skill in the art at the time the invention was made to 
substitute the adjuvant(s) of WO02/059148 for the adjuvants) of Kleanthous et al because WO02/059148 teach and 
show immunostimulalon substances that are readih produced chemical!} , s\ nlhetieally. recombinant!}' or derived 
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from natural sources (see WO02'page 12, paragraph 3; page 13, paragraph 4), and serve to activate or down regulate 
the ;id;ipli\ c immune system mediated by dendritic cells arid antigen presenting cells (see page i 3. lines I -3) to ins; ire 
stimulation of the desired hyperimmune serum response (see page 14, paragraph 4, second half of paragraph). 

26. In the absence of a showing of unexpected results, the person of ordinary skill in the art would have been 
motivated by the reasonable expectation of success of obtaining compositions that comprise adjuvant(s) to include a 
polycationic poly mer, an immunostimulatory deoxynucleotide (ODN), a peptide containing at least two LYsLeuLys 
motifs, a neuroactive compound, or alum as the immunostimulatory substance because WO02/059148 teach these 
immunostimulatory substances to function as adjuvants (see WO02' page 12, paragraph 2 "WO97/30721 and 
WO00/38528; page 13 paragraph 4, PCT/EP01/ 12041; page 14, paragraphs 1 and 2 WO01/93905 and WO01/24822) 
for enhancing the stimulated immune response resulting in the desired hyperimmune serum (see WO02', page 14, 
paragraph 4, second half of paragraph). 

27. Kleanthous et al in view of WO02/059 1 48 obviate the instantly claimed invention as now claimed. 

Conclusion 

1 . This is a non- final action. 

28. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GINNY PORTNER whose telephone number is 
(571)272-0862. The examiner can normally be reached on flextime, but usually M-F, 
alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-0956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ginny Portner/ 
Examiner, Art Unit 1645 
January 2, 2010 

/Robert B Mondesi/ 

Supervisory Patent Examiner, Art Unit 1645 



